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Technical Expert Advisory Group: Electronic Cigarette Product Safety
	Date:
	6 March 2018

	Time:
	10.00am – 2.45pm

	Location:
	Ministry of Health – 133 Molesworth Street, Wellington

	Chair:
	Hayden McRobbie

	Attendees:
	Rebecca Ruwhiu-Collins, Andrew Dent, QJ Satchell, Nell Rice, Julian Crane, Penelope Truman, Paul Marshall, Murray Winiata [members]
Khay Ooi, Veronica Adams [Ministry attendees]

	Apologies:
	



	Item
	Notes

	1
	Welcome and introductions
	The chair welcomed members to the technical expert advisory group. 


	2
	Conflict of interest declaration
	The Chair asked if there were any updates needed for the conflict of interest table. There were none. 

	3
	Minutes from previous meeting
	Andrew Dent moved to accept the previous minutes. Penny Truman seconded. 

	4
	Geraniol as a flavour in vaping liquid
	The group agreed that until more information becomes available about the inhalation risk of geraniol in vaping liquid, geraniol does not need to be included on a list of disallowed ingredients. 

	5
	Nicotine content and container sizes
	There was discussion on current evidence around nicotine and toxicity. There was agreement that the toxicity level of nicotine is unknown. There was discussion on maximum allowable nicotine strength in other jurisdictions, including the Tobacco Products Directive (TPD). 

There was discussion on a maximum quantity of nicotine in e-liquid containers that achieves a balance between safety and strengths of nicotine e-liquid, while satisfying the nicotine craving for the majority of the population who smoke and helping them to switch. 

There was agreement that the maximum amount of nicotine in vaping liquids should be two grams (2gm) of nicotine base, regardless of container size. 

	6
	Ratio of propylene glycol (PG) and vegetable glycerine (VG) in vaping liquids and product notification
	There was discussion about the ratio of PG and VG in vaping liquids being a personal preference. There was discussion on the toxicity of propylene glycol (PG) and vegetable glycerine (VG) in vaping liquid. The Ministry will investigate further and may return to this as an agenda item at a future meeting. Currently there is no evidence of any safety concerns with a vaping liquid being 100 percent PG or VG. 

There was discussion on whether vaping liquids with different PG / VG ratios should require separate notifications. It was agreed that this would be too burdensome and unnecessary, given the lack of any safety concerns. 

The group agreed to the Ministry’s proposal that the flavouring agent forms the basis of a notification of a vaping product, not its PG / VG ratio or nicotine strength. Consumers would be informed of the ratio of PG / VG as a label requirement.

	7
	Standards for vaping products
	The group reviewed vaping products standards in other jurisdictions in relation to proposals for a New Zealand standard. There were discussions on the following issues: 

· Product specifications
· There was discussion around whether product specifications are needed, for example product expiry dates. There was a suggestion to adhere to British Standards Institution (BSI) standards, although a concern was raised that those standards are not light touch. 
· There was agreement for an approach of setting the minimum specifications that are needed to address safety and quality. 

· Nicotine assay
· It was accepted that any pharmacopoeial nicotine assay method or equivalent would be suitable to be used, as long as it has been validated.

· Ingredients testing
· Ingredients are tested on receipt to confirm identity and purity.
· Nicotine, propylene glycol, vegetable glycerine and water quality must comply with the United States Pharmacopeia (USP) or European Pharmacopoeia (Ph. Eur.) Monograph.
· The group agreed that for these ingredients, manufacturers must use the test methods described in the monograph chosen by the manufacturer for that particular ingredient to comply with (eg, USP, Ph. Eur., Joint FAO/WHO Expert Committee on Food Additives, etc.).

· Quality of flavouring substances
· There was discussion on whether to follow the BSI standard on the quality of flavouring substances. 
· There was general agreement that flavouring substances needed to be at least food grade. 
· There was discussion on whether to allow both artificial and natural flavouring substances. There was agreement that both can be allowed as long as they meet food grade standards. 
· The Flavor and Extract Manufacturers Association (FEMA) list of flavour ingredients of respiratory concern was discussed. A comment was made that this list was more restrictive than the list of disallowed ingredients in the Tobacco Products Directive. It was suggested to keep a watching brief of the substances on the FEMA list. 


· Requirements for additional ingredients 
· There was a suggestion that justification would be needed if adding ingredients other than PG, VG, nicotine, water, ethanol and flavour. 
· There was discussion around the use of non-flavouring additives, for example preservatives or antioxidants. It was agreed that both a justification and a toxicological risk assessment should be needed if additives are to be included. 

· Vaping liquid container design: 
· There was discussion on perceived difficulty of workable anti-spill/restrictive flow inserts in e-liquid bottles under 30mL in size, as small bottle sizes could not be as easily squeezed.
· It was agreed that:
· removable droppers and pipettes for refilling vaping devices must not be used for containers
· plastics used for containers of vaping liquids must be food grade
· anti-spill/restricted flow inserts should comply with the European Union Commission Implementing Decision (EU) 2016/586 on technical standards for the refill mechanism of electronic cigarettes
· no specific requirements are necessary for bottle design for refilling safety; these are covered by the proposed requirements for closures and anti-spill mechanisms.

· Product testing
· There was concern that currently in New Zealand there is no testing of vaping products by the manufacturer or importer. 
· There was a point raised that manufacturers/retailers of vaping products have a duty of care to the consumer. 
· There was discussion on whether batch testing should be in the New Zealand standard. 
· There was discussion on whether testing of products should be completed quarterly or more frequently. 
· There was discussion on the use of clean rooms (in which to manufacture vaping liquids), and whether there needs to be a requirement that they meet an ISO standard. It was commented that this might be onerous and restrictive. 

	8
	Emissions testing
	The group agreed that emissions testing would not be recommended to be mandatory in the regulation of vaping products. 

The reasons for this included that emissions testing is the wrong benchmark for assessing products, as it compares a product with non-smoking instead of with smoking combustible tobacco products. 

	9
	Test methods for vaping products
	There was agreement that manufacturers should be able to choose whether to meet a New Zealand standard or other appropriate standard, such as BSI or AFNOR (French Association for Standardisation) standards. 

The group agreed that a proposed New Zealand standard for vaping products should not mandate the test methods that must be used for vaping liquids and devices as test methods improve/change over time. However, the methods should be suitable, appropriate and validated.

There was a concern that some test methods may detect substances such as acrolein, acetaldehyde, formaldehyde or diacetyl which may be present at very low levels that are unlikely to present a risk. The New Zealand standard should take this into consideration.

	10
	Nicotine salts
	There is little information available about the increasing use of nicotine salts in e-liquids, and at higher strengths than allowed in the Tobacco Products Directive or standards in other jurisdictions. 

There was a concern raised that high strengths of nicotine salts enable a stronger hit of nicotine. While this could make it easier for smokers to switch to vaping products, the higher nicotine content could be more addictive. 

	11
	Next meeting dates and agendas
	The Ministry is considering when to hold the next Technical Expert Advisory Group meeting. 

The meeting closed at 2.45pm. 



	Item
	Action

	1
	Ministry will draft proposed standards for the regulation of vaping products. These standards will undergo public consultation. 
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